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DETAILED ACTION 

Claim Rejections - 35 USC § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-5, 7, 9-13, 15, 17, 18-20, 22-26, and 28 rejected under 35 
U.S.C. 102(b) as being anticipated by Kennedy (5,360,446). 

As for claim 1 , Kennedy discloses, a method of making an acetabular prosthesis 
(Fig. 4A, acetabular 86) comprising the steps of: 

• acquiring a first set of data defining in three dimensions at least a portion of a 
bone of a patient (Col. 7, lines 49-57; Col. 1 1 , lines 45-50; Fig. 8, steps 800-802), 
computing a second set of data based upon the first set of data (Col. 7, lines 59- 
65; Fig. 8, steps 800, 802, 808, 810); and manufacturing said prosthesis to 
include an acetabular cup and an attachment part extending therefrom (Fig. 8, 
steps 814, 824; Fig. 4A, acetabular cup 86, attachment part corresponds to 
elements 84, 72 or 78), wherein said manufacturing step includes the step of 
forming said attachment part based on the second set of data (Fig. 8, steps 806, 
808-824; Col. 6, lines 50-65; Col. 5, line 65 - Col. 6, line 5). 

As for claim 2, Kennedy discloses, 

• said second set of data defines in three dimensions said attachment part (Col. 
11, lines 55-61). 
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As for claim 3, 

• said attachment part comprises a flange extending from said acetabular cup (Fig. 
4A, element 84; Col. 13, lines 22-25, i.e., head 84 has an aperture which 
receives neck portion 80, and socket type joint with acetabular shell and liner 
86, please note that flange is a rim, edge, rib or collar used to strengthen an 
object, hold it in place, or attach it to another object), and said flange has defined 
therein a number of throughholes configured to receive an anchoring element 
(Fig. 4A, element 84 contains an aperture to anchor element 82). 

As for claim 4, 

• forming said attachment part to include a bone-facing surface and a tissue-facing 
surface, and forming said tissue-facing surface to be a partial facsimile of a 
surface of said bone (Figs. 5-7, implant topology 84 and medullary canal model 
82; Col. 13, line 38-43; please note that the implant would be attached to an 
actual bone and part of the implant would face a tissue-facing surface such as 
any other part of a body not including bone). 

As for claim 5, 

• said manufacturing step further includes the step of forming said bone-facing 
surface to possess a shape complementary to a portion of the surface of said 
bone (Col. 13, lines 38-40 and lines 16-26; Fig. 4A, elements 72, 82, 84 and 86). 

As for claim 7, the same citations applied to claims 4 and 5 apply as well for this 
claim. 
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Regarding claim 9, the same limitations applied to claim 1 above apply as well for 
claim 9, please note that "making a prosthesis for a joint socket" reads on (Fig. 4A, 
elements 82, 84, 86; Col. 13, lines 22-25, i.e., head 84 has an aperture which receives 
neck portion 80, and socket type joint with acetabular shell and liner 86). 

As or claims 10-13, the same citations applied to claims 2-5 above apply as well for 
these claims. 

As for claim 1 5, the same citations applied to claims 4 and 5 above apply as well for 
this claim. 
As for claim 1 7, 

• said manufacturing step includes manufacturing said acetabular cup from pre- 
determined data (Col. 6, lines 50-65, i.e., to replace the acetabulum; Fig. 8, step 
824). 

Regarding claim 18, Kennedy discloses, a method of making an acetabular 
prosthesis (Fig. 4A, acetabular 86) comprising the steps of: 

• acquiring a first set of data defining in three dimensions at least a portion of a 
bone of a patient (Col. 7, lines 49-57; Col. 1 1 , lines 45-50; Fig. 8, steps 800-802), 
computing a second set of data based upon the first set of data (Col. 7, lines 59- 
65; Fig. 8, steps 800, 802, 808, 810); and manufacturing said prosthesis to 
include an acetabular cup and an attachment part extending therefrom (Fig. 8, 
steps 814, 824; Fig. 4A, acetabular cup 86, attachment part corresponds to 
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elements 84, 72 or 78), wherein said manufacturing step includes the steps of: 
forming said attachment part based on the second set of data (Fig. 8, steps 806, 
808-824; Col. 6, lines 50-65; Col. 5, line 65 - Col. 6, line 5); forming said 
attachment part to include a bone-facing surface and a tissue-facing surface, and 
forming said tissue-facing surface to be a partial facsimile of a surface of said 
bone (Figs. 5-7, implant topology 84 and medullary canal model 82; Col. 13, line 
38-43; please note that the implant would be attached to an actual bone and part 
of the implant would face a tissue-facing surface such as any other part of a body 
not including bone). 

As for claims 19-20, the same citations applied to claims 2 and 3, respectively, apply 
as well for claims 1 9-20. 

Regarding claim 22, Kennedy discloses, an acetabular prosthesis, comprising: 
• an acetabular cup (Fig. 4A, element 86); and a flange attached to said acetabular 
cup (Fig. 4A, element 84; Col. 13, lines 22-25, i.e., head 84 has an aperture 
which receives neck portion 80, and socket type joint with acetabular shell 
and liner 86, please note that a flange is a rim, edge, rib or collar used to 
strengthen an object, hold it in place, or attach it to another object; the head 84 
includes a socket type joint with acetabular 86), said flange is prepared by a 
process including the steps of: acquiring a first set of data defining in three 
dimensions at least a portion of a bone of a patient (Col. 7, lines 49-57; Col. 11, 
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lines 45-50; Fig. 8, steps 800-802), computing a second set of data based upon 
the first set of data (Col. 7, lines 59-65; Fig. 8, steps 800, 802, 808, 810); and 
manufacturing said flange based upon the second set of data (Fig. 8, steps 806, 
808-824; Col. 6, lines 50-65; Col. 5, line 65 - Col. 6, line 5). 

As for claims 23-26, the same citations applied to claims 2-5 above apply as well for 
claims 23-26. Please note that the flange is part of the implant topology as shown in 
Fig. 4A, elements 84 and 86, Col. 13, lines 22-25, i.e., head 84 has an aperture which 
receives neck portion 80, and socket type joint with acetabular shell and liner 86). 

As for claim 28, the same citations applied to claims 4 and 5 apply as well for this 

claim. 

Claim Rejections - 35 USC § 103 

2. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 6, 14, and 27 are rejected under 35 U.S.C. 103(a) as being unpatentable 

over Kennedy (5,360,446) in view of Gibbs (US 2003/0212459). 
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Kennedy discloses the limitations of claims 1 , 9 and 13 above, but fails to 
disclose the limitations of claims 6, 14, and 27. However, Gibbs discloses such 
limitations as follows: 

Regarding claims 6, 14 and 27, Gibbs discloses, 
• said attachment part possesses a cup interface end portion and a free end 
portion (Figs. 1-2, elements 32, 34, 36), and said forming step includes forming 
said attachment part with a uniform thickness extending from said cup interface 
end portion to said free end portion (Fig. 1 , element 34, 34B, please note that 
part 34 has a uniform thickness as shown in Fig. 1 ). 
Therefore, it would have been obvious to a person of the ordinary skill in the art at the 
time the invention was made to combine the prosthesis design system of Kennedy with 
the system for an acetabular prosthesis of Gibbs because it would provide an improved 
acetabular prosthesis system to replace an acetabulum that allows trailing for a shell 
component wherein the trial shell is operable to be selectively oriented (Gibbs, Page 2, 
[0013]). 

3. Claims 8, 16, 21 and 29 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Kennedy (5,360,446) in view of DiGioia, III et al. (US 205,411) 

Kennedy discloses the limitations of claims 1 , 9, 18 and 22 above but fails to 
disclose the limitations of claims 8, 16, 21 and 29. However, DiGioia discloses such 
limitations as follows: 

Regarding claims 8, 16, 21 and 29, DiGioia teaches, 
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• acquiring a third set of data defining in three dimensions other bone structure of 
the patient, at least some of said other bone structure contralateral^ 
corresponding to said bone of the patient, wherein: said manufacturing step 
includes the step of arranging an angular orientation of said acetabular cup 
relative to at least one of said attachment part and the bone of the patient based 
on said third set of data (Col. 10, lines 1-8 and lines 19-31, i.e., the computer 
system uses the geometric model 90 of the patient's pelvis, the model 92 of the 
patient's femur, the model 94 of the acetabular cup and model 96 of the femoral 
implant to perform simulated biomechanical testing of the acetabular cup... the 
important parameters in evaluating the prosthetic range of motion are ... the 
position, including angular orientation of the acetabular cup). 
Therefore, it would have been obvious to a person of the ordinary skill in the art at the 
time the invention was made to combine the prosthesis design system of Kennedy with 
the system of DiGioia because it would provide an improved system to precisely 
determine an optimal size and position of artificial components in a joint to provide a 
desired range of motion of the joint (DiGioia, Col. 4, line 67 - Col. 5, lines 1-2). 

Conclusion 

4. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 

Any inquiry concerning communication or earlier communication from the 
examiner should be directed to Zoila Cabrera, whose telephone number is (571) 272- 
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3738. The examiner can normally be reached on M-F from 8:00 a.m. to 5:30 p.m. EST 
(every other Friday). 

If attempts to reach the examiner by phone fail, the examiner's supervisor, Leo 
Picard, can be reached on (571) 272-3749. Additionally, the fax phones for Art Unit 
2125 are (703) 872-9306. Any inquiry of a general nature or relating to the status of this 
application should be directed to the group receptionist at (703) 305-9600. 




Zoila Cabrera 
Patent Examiner 
11/12/04 
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